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PART  1700— POISON  PREVENTION 
PACKAGING 

Exemption  From  Child-Resistant  Pack¬ 
aging  Standards  for  Certain  Size 
Packages  of  Erythromycin  Ethylsuc- 
cinate  Granules  or  Oral  Suspen¬ 
sions 

AGENCY:  Consumer  Product  Safety 
Commission. 

ACTION:  Final  rule. 

SUMMARY:  In  this  document  the 
Consumer  Product  Safety  Commission 
(CPSC)  issues  a  final  amendment 
under  the  Poison  Prevention  Packag¬ 
ing  Act  (PPPA)  to  exempt  granules  or 
oral  suspensions  of  erythromycin  eth- 
ylsuccinate,  the  total  dosage  of  which 
does  not  exceed  8  grams,  from  the  spe¬ 
cial  packaging  requirements  imposed 
by  the  act.  The  Commission’s  decision 
to  grant  an  exemption  is  based  on  the 
relative  safety  oi  the  product.  More 
specifically,  toxicity  and  injury  data 
indicate  a  low  risk  of  injury  associated 
with  possible  accidental  ingestion  of 
the  drug  in  the  amount  requested  for 
exemption  by  the  petitioner,  Abbott 
Laboratories  and  Ross  Laboratories  (a 
division  of  Abbott). 

EFFECTIVE  DATE:  This  amendment 
is  effective  January  31, 1979. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Sandra  Eberle,  Directorate  for  Com¬ 
pliance  and  Enforcement,  Consumer 
Product  Safety  Commission,  Wash¬ 
ington,  D.C.  20207,  301-492-6400. 

SUPPLEMENTARY  INFORMATION: 

Background 

Regulations  issued  under  the  Poison 
Prevention  Packaging  Act  of  1970  (the 
“PPPA”,  15  UJS.C.  1471-1476)  estab¬ 
lish  child-protection  packaging  re¬ 
quirements  for  human  oral  prescrip¬ 
tion  drugs  in  order  to  protect  children 
from  serious  illness  or  personal  injury 
resulting  from  handling,  using,  or  in¬ 
gesting  these  substances. 

On  August  1,  1973  the  Consumer 
Product  Safety  Commission  received  a 
petition  (PP  74-2)  from  Abbott  Labo¬ 
ratories,  North  Chicago,  Illinois,  re¬ 
questing  an  exemption  from  the  child- 
protection  packaging  requirements  for 
human  prescription  drugs  in  oral 
dosage  forms  (16  CFR  1700.14(a)(10) 


for  certain  erythromycin  ethylsuccin- 
ate  preparations. 

The  petitioner  manufactures  eryth¬ 
romycin  ethylsuccinate  in  oral  suspen¬ 
sion  form,  among  others.  The  drug  is 
packaged  as  an  oral  suspension  and 
marketed  in  sizes  in  which  the  total 
dosage  ranges  from  1.2  grams  to  38.4 
grams.  The  product  is  either  dispensed 
as  an  already  mixed  suspension,  or  is 
reconstituted  by  the  pharmacist  or 
practitioner  by  adding  a  specific 
volume  of  water  to  the  Abbott  con¬ 
tainer.  It  is  then  relabeled  and  dis¬ 
pensed  to  the  consumer. 

Having  considered  the  petition, 
human  experience  data,  toxicity  infor¬ 
mation,  other  available  information, 
and  comments  by  the  Technical  Advi¬ 
sory  Committee  on  Poison  Prevention 
Packaging,  the  Commission  concluded 
that  reasonable  grounds  were  present¬ 
ed  to  issue  a  proposed  rule  to  exempt 
erythromycin  ethylsuccinate  oral  sus¬ 
pensions  from  the  child-protection 
packaging  standards  of  the  PPPA. 

Accordingly,  the  Commission  grant¬ 
ed  the  petition  and  published  a  notice 
in  the  February  11, 1974,  Federal  Reg¬ 
ister  (39  FR  5197)  proposing  a  rule  to 
exempt  erythromycin  ethylsuccinate 
granules  for  oral  suspension  and  oral 
suspensions  in  packages  containing 
not  more  than  8  grams  of  the  equiva¬ 
lent  of  erythromycin  from  the  packag¬ 
ing  standards.  At  the  same  time  the 
Commission  suspended  the  effective 
date  of  the  child-protection  packaging 
requirements  as  they  applied  to  this 
drug. 

It  might  be  noted  that  the  February 
11,  1974,  Federal  Register  notice  pro¬ 
posed  to  exempt  several  other  prod¬ 
ucts  from  the  child  protection  packag¬ 
ing  requirements  and  stayed  the  effec¬ 
tive  date  of  the  requirements  as  they 
applied  to  the  proposed  exemptions. 
The  final  rule  contained  herein,  how¬ 
ever,  does  not  address  these  other 
products. 

Response  to  Comments 

Fifteen  comments  were  received  by 
the  Commission  in  response  to  the 
proposed  rule.  In  general  the  com¬ 
ments  were  more  concerned  with  the 
issue  of  whether  any  exemptions 
should  be  granted  to  the  special  pack¬ 
aging  requirements  rather  than  the 
issue  of  whether  erythromycin  ethyl¬ 
succinate  should  be  exempted.  Only 
two  comments  specifically  addressed 
the  erythromycin  ethylsuccinate  oral 
suspension  exemption.  Five  comments 
addressed  the  general  issue  of  exemp¬ 
tions  and  the  remaining  comments  dis¬ 
cussed  the  proposed  exemptions  of  the 
other  drugs  which  were  listed  in  the 
February  11,  1974  Federal  Register 
notice. 

One  of  the  respondents  who  com¬ 
mented  on  the  proposed  exemption  for 
erythromycin  ethylsuccinate  oral  sus¬ 


pensions  opposed  the  exemption  be¬ 
cause  there  is  no  human  experience 
data  cited  in  support  of  the  proposed 
exemption.  The  Commission  does  cite 
animal  test  data  but  the  respondent 
states  that,  “extrapolation  from 
animal  data  to  the  child  is  not  permis¬ 
sible  because  of  marked  interspecies 
differences  in  drug  disposition  and 
toxicity.” 

The  Commission  has  not  relied 
solely  on  animal  data  in  considering 
this  exemption.  Rather,  the  Commis¬ 
sion  has  gathered  extensive  data  in¬ 
cluding  statistics  from  the  National 
Clearinghouse  for  Poison  Control  Cen¬ 
ters  which  indicate  that  accidental  in¬ 
gestions  of  this  drug  by  children  is  not 
likely  to  produce  serious  illness  or 
injury.  A  discussion  of  these  data  is  in¬ 
cluded  below.  The  Commission  points 
out,  furthermore,  that  the  use  of  ex¬ 
trapolations  from  animal  data  is  a 
commonly  accepted  approach  among  a 
majority  of  pharmacologists. 

A  commenting  trade  association 
states  that  it  has  no  objection  to 
granting  the  specific  drug  exemptions 
proposed  by  the  Commission  based  on 
the  toxicological  information  provided 
in  the  proposal.  This  commentor  be¬ 
lieves  however,  that  “exemptions 
should  be  granted  with  restraint.”  He 
believes  there  could  be  a  public  as¬ 
sumption  that  any  “drugs  exempted 
from  child-resistant  packaging  re¬ 
quirements  are  ‘safe’  •  •  •”  and  that 
this  assumption  may  be  reinforced 
without  Commission  restraint  in 
granting  exemptions.  The  commentor 
recommends  that  criteria  other  than 
toxicological  issues  be  considered  by 
the  Commission  in  granting  exemp¬ 
tions. 

The  Commission  exercises  great  re¬ 
straint  in  granting  exemptions  pursu¬ 
ant  to  16  CFR  Part  1702  and  does  not 
base  exemptions  on .  toxicological 
issues  alone.  (16  CFR  1702  contains 
comprehensive  regulations  concerning 
submission  and  processing  of  petitions 
for  exemption  under  the  PPPA.)  Fur¬ 
thermore,  the  Commission  does  not 
concur  with  respondent’s  belief  that 
the  public  will  assume  that  “drugs 
exempted  from  child-resistant  packag¬ 
ing  requirements  are  ‘safe’  •  •  The 
PPPA  requires  special  packaging  only 
if  it  is  found  that  “the  degree  or 
nature  of  the  hazard  to  children  in  the 
availability  of  such  substance,  by  rea¬ 
sons  of  its  packaging,  is  such  that  spe¬ 
cial  packaging  is  required  to  protect 
children  from  serious  personal  injury 
or  serious  illness  resulting  from  han¬ 
dling  using  or  ingesting  such  sub¬ 
stance  •  •  •”  (Section  3(a)(1)).  In  pro¬ 
mulgating  the  child-protection  packag¬ 
ing  standards  for  human  prescription 
drugs  in  oral  dosage  forms,  the  Corn- 
miss  oner  of  the  Food  and  Drug  Ad¬ 
ministration  indicated  that  an  “across- 
the-t>oard  approach  was  taken  as  the 
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most  efficient  means  of  implementing 
the  act”  (38  FR  9431,  at  9432,  April  16. 
1973).  It  was  recognized  however,  that 
exemptions  to  the  standard  could  and 
should  be  granted  if  appropriate  (38 
FR  9431,  at  9432,  April  16,  1973). 

Several  commentors  see  problems 
facing  pharmacists  in  responding  to 
exemptions  that  are  approved  by 
CPSC  and  suggest  means  by  which  the 
Commission  could  avoid  posing  these 
problems.  They  identify  the  problem 
of  notification  to  pharmacists  for 
products  which  have  been  exempted. 
Cited  is  a  communications  barrier  cre¬ 
ated  by  the  language  of  the  exemption 
proposals  which  would  complicate 
identification  of  drug  components, 
their  quantity  in  single  dosage  units, 
and  “the  maximum  allowable  limit  of 
total  drug  content  allowed  by  the  pro¬ 
posed  regulation."  One  person  sug¬ 
gests  that  pharmacists  be  "provided 
with  specific  information  regarding 
the  largest  number  of  dosage  units 
*  *  *  (to  be)  dispensed  in  conventional 
packaging  •  •  Otherwise,  pharma¬ 
cists  would  be  required  to  bear  the  re¬ 
sponsibility  of  calculating  the  point  at 
which  prescription  orders  calling  for 
above-average  quantities  of  a  drug 
would  have  to  be  packaged  with  child- 
protection  closures.  The  commentor 
uses  erythromycin  ethylsuccinate  oral 
suspensions  to  illustrate  this  problem 
by  pointing  out  that  it  is  available  in  a 
one-pint  bottle,  but  that  any  order 
larger  than  200  ml.  of  the  preparation 
would  require  a  child-protection  clo¬ 
sure. 

The  Commission  is  unaware  of  any 
problems  being  experienced  by  phar¬ 
macists  in  these  areas.  The  pharmacist 
is  a  professional  who  must  be  aware  of 
laws  and  regulations  relating  to  his  or 
her  profession.  He  or  she  is  not  only 
cognizant  of  such  laws  through  formal 
schooling  and  State  board  examina¬ 
tions,  but  is  notified  of  new  laws  via 
trade  magazines  and  professional  asso¬ 
ciations. 

Furthermore,  the  PPPA  applies  to 
substances  which  are  being  sold  to 
consumers  and  it  is  both  the  manufac¬ 
turer’s  and  pharmacist’s  responsibility 
to  specially  package  substances  which 
are  subject  to  the  act.  When  the  man¬ 
ufacturer  is  the  person  placing  the 
drug  in  a  package  intended  for  use  by 
a  consumer  in  the  household,  the 
manufacturer  is  responsible  for  ensur¬ 
ing  that  it  is  placed  in  child-resistant 
packaging  (see  16  CFR  1701.1  (43  FR 
11980,  March  23. 1978)). 

A  recommendation  was  made  by  two 
commentors  that  manufacturers  or 
distributors  of  exempted  products  “be 
required  to  include  a  prominent,  af¬ 
firmative  statement  of  the  exemption 
in  the  product’s  labeling  and  in  adver¬ 
tisements  and  other  materials  used  to 
promote  the  product.”  The  label 
should  also  carry  “a  maximum  allow¬ 


able  limit  on  the  quantity  of  a  drug 
component  •  •  •  expressed  in  terms  of 
the  number  of  dosage  units  (or  volume 
in  the  case  of  liquids)  containing  the 
maximum  allowable  quantity."  It  was 
finally  recommended  that  establish¬ 
ment  of  a  standard  symbol  be  used  in 
identifying  exempted  products  for  the 
pharmacist. 

The  commentors  realize  that  CPSC 
has  no  authority  to  prescribe  such  la¬ 
beling  requirements  but  urges  the 
Commission  to  cooperate  with  the 
Food  and  Drug  Administration  in  im¬ 
plementing  these  recommendations. 
Until  the  time  when  such  recommen¬ 
dations  are  adopted,  the  commentor 
urges  the  encouragement  of  voluntary 
cooperation  on  the  part  of  manufac¬ 
turers  and  distributors  of  exempted 
products. 

The  PPPA  provides  no  authority  for 
imposing  such  labeling  requirements 
for  prescription  drugs.  The  Commis¬ 
sion  views  the  suggestions  regarding 
labels  as  a  matter  within  the  FDA's  ju¬ 
risdiction  and  the  individual  manufac¬ 
turer’s  discretion.  As  explained  above, 
however,  the  Commission  has  not  been 
made  aware  of  pharmacists  being 
unable  to  obtain  information  concern¬ 
ing  exemptions. 

Other  respondents  oppose  any  pro¬ 
posed  exemptions  because  they  believe 
the  intent  of  the  PPPA  would  be  com¬ 
promised.  They  cite  possibilities  of  id¬ 
iosyncrasies,  hypersensitive  reactions, 
long  term  effects  and  inadvertent 
errors  in  compounding  and  dispensing 
prescriptions  as  Justification  for  safety 
packaging  for  all  oral  prescription 
drugs. 

The  Commission  realizes  that  the 
potential  exists  for  individual  hyper¬ 
sensitive  reactions  to  antibiotics  such 
as  erythromycin  ethylsuccinate.  How¬ 
ever,  the  Commission  notes  that  the 
reactions  that  have  occurred  with  this 
particular  drug  are  rare  in  comparison 
to  other  types  of  antibiotics  and  are 
not  specifically  associated  with  over¬ 
dosage. 

The  Commission  further  points  out 
that  the  concern  expressed  over  inad¬ 
vertent  errors  in  compounding  and/or 
dispensing  prescriptions  would  not  be 
addressed  by  safety-packaging  regula¬ 
tions,  since  such  errors  can  occur  even 
though  child-resistant  packaging  is 
being  used.  The  lack  of  child-resistant 
closures  is  not  rationally  related  to 
errors  in  compounding  and  dispensing 
prescriptions.  This  is  a  concern  that 
must  be  addressed  by  proper  training 
and  licensure  procedures  for  individu¬ 
al  pharmacists. 

One  comment  cites  other  reasons  in 
support  of  an  across-the-board  re¬ 
quirement  for  safety  packaging.  The 
commentor  states  that  low  toxicity 
drugs  may  not  be  safely  ingested  by 
small  children  and  that  there  is  a  lack 
of  both  acute  and  long  term  reaction 


data.  Various  human  experience  data 
elements  have  been  evaluated  in  con¬ 
sidering  the  exemption  for  erythromy¬ 
cin  ethylsuccinate  oral  suspensions.  A 
review  has  been  made  of  poison  con¬ 
trol  center  reports  and  medical  litera¬ 
ture  regarding  the  effects  of  acute  in¬ 
gestions,  symptomatology,  and  the 
length  of  hospitalizations.  These 
sources  point  to  the  relative  safety  of 
this  drug  when  ingested  even  by  young 
children  (see  section  on  Injury  Data 
below). 

Other  commentors  expressed  con¬ 
cern  over  the  fact  that  consumer  edu¬ 
cation  as  to  the  proper  handling  of 
prescription  products  will  be  made 
more  difficult  by  the  presence  of  two 
types  of  containers  in  the  home  which 
may  encourage  the  tendency  to  re-use 
more  convenient  containers  for  toxic 
prescription  products.  The  granting  of 
exemptions,  the  commentors  believe, 
will  foster  the  development  of  two  cat¬ 
egories  of  drugs  (safe  and  unsafe)  in 
the  mind  of  the  adult  public  so  that 
two  standards  of  drug  storage  develop 
in  the  home. 

The  Commission  notes  that  even  if 
there  were  no  granted  exemptions  for 
prescription  drugs  under  the  PPPA,  a 
person  could  still  request  noncomply¬ 
ing  packaging  of  a  drug.  The  PPPA 
clearly  envisions  the  use  of  both  types 
of  packaging  (e.g.  to  meet  the  de¬ 
mands  of  the  elderly  and  handicapped 
who  are  unable  to  use  special  packag¬ 
ing).  In  regard  to  the  commentors’ 
other  concerns  about  consumer  educa¬ 
tion,  the  Commission,  in  conjunction 
with  the  Food  and  Drug  Administra¬ 
tion.  urges  persons  to  keep  all  medica¬ 
tions  out  of  the  reach  of  children  and 
locked  up,  if  possible.  The  two  agen¬ 
cies  also  inform  consumers  that  nei¬ 
ther  the  absence  nor  presence  of  child- 
resistant  closures  is  an  indication  of 
safety  of  a  drug. 

Another  respondent  believes  that 
noncomplying  packaging  will  increase 
the  costs  for  poison  control  centers 
and  emergency  rooms  as  well  as  physi¬ 
cians’  fees  to  parents  and  detract  from 
the  image  of  physicians  and  pharma¬ 
cists  as  persons  concerned  about  child 
safety.  There  is  no  information  that 
exemptions  from  packaging  regula¬ 
tions  contribute  to  the  problems  iden¬ 
tified.  As  stated  above,  the  Commis¬ 
sion  is  only  authorized  under  the 
PPPA  to  require  use  of  child- resistant 
packaging  upon  a  showing  that  the 
substance  is  capable  of  causing  serious 
personal  injury  or  illness. 

Injury  Data 

The  Commission  bases  its  decision  to 
issue  an  exemption  for  erythromycin 
ethylsuccinate  in  oral  suspensions  in 
part  on  the  lack  of  any  significant  ad¬ 
verse  human  experience  data  since 
1962,  when  the  drug  was  introduced. 
The  petitioner  submitted  its  own  rec- 
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ords  showing  only  three  reported  in¬ 
stances  of  overdosage,  none  of  which 
resulted  in  any  significant  adverse  ef¬ 
fects. 

Furthermore,  an  examination  of  Na¬ 
tional  Electronic  Injury  Surveillance 
System  (NEISS)  and  Poison  Control 
Center  Data  was  conducted  to  deter¬ 
mine  the  number  of  ingestions,  if  any, 
by  children  under  five  years  of  age  of 
erythromycin  oral  suspensions.  This 
final  rule  only  involves,  however, 
erythromycin  ethylsuccinate  oral  sus¬ 
pensions  in  packages  containing  no 
more  than  8  grams  of  the  drug.  It  was 
not  possible  to  determine  the  amount 
of  erythromycin  ethylsuccinate  (based 
on  package  size  and  concentration)  for 
those  products  involved  in  ingestions. 

The  NEISS  data  is  separated  by 
product  codes  and  in  the  prescription 
drug  area  there  are  three  codes.  These 
codes  separate  product  form  and 
permit  the  elimination  of  ingestions 
which  involve  the  tablet  and  capsule 
form  of  erythromycin/erythromycin 
ethylsuccinate.  An  examination  of  the 
NEISS  in-depth  files  from  1973  to 
1978  revealed  no  ingestions  of  erythro¬ 
mycin/erythromycin  ethylsuccinate  in 
liquid  form  by  children  under  5  years 
old.  An  examination  of  the  comments 
appearing  with  the  NEISS  emergency 
room  reports  for  1977-78  showed  no 
ingestions  of  this  drug  in  liquid  form 
by  children  under  5  years  old.  The 
Commission  believes  that  the  informa¬ 
tion  that  no  accidental  ingestions  by 
children  of  the  drug  in  liquid  form 
have  been  reported  through  NEISS 
since  1973  is  particularly  significant  in 
light  of  the  fact  that  granules  and  oral 
suspensions  of  the  drug  have  been  on 
the  market  in  noncomplying  packag¬ 
ing  since  1974,  the  year  the  proposed 
exemption  was  published. 

The  National  Clearinghouse  for 
Poison  Control  Centers  (NCPCC)  data 
was  listed  by  brand  name  or  generic 
name.  This  did  not  permit  the  separa¬ 
tion  of  the  various  product  form  and 
consequently,  the  following  statistics 
reflect  the  reported  ingestions  of  all 
forms  of  erythromycin  ethylsuccinate, 
not  just  oral  suspensions  whose  total 
dosage  does  not  exceed  8  grams.  Ac¬ 
cordingly,  NCPCC  data  reported  668 
ingestions  of  erythromycin/erythro¬ 
mycin  ethylsuccinate  by  children 
under  6  years  old  for  1969-1976. 


Thirty -three  of  these  cases  exhibited 
symptomatology  and  five  cases  result¬ 
ed  in  hospitalization. 

Poison  Control  Center  Contract  data 
for  1976-77  reported  15  ingestions  of 
erythromycin/erythromycin  ethylsuc¬ 
cinate  in  a  liquid  form  involving  chil¬ 
dren  under  5  years  old.  One  of  these 
fifteen  cases  was  hospitalized  and  one 
case  exhibited  nausea  and  vomiting. 

The  Commission  also  bases  its  deci¬ 
sion  to  issue  a  final  exemption  on  evi¬ 
dence  showing  that  erythromycin  eth¬ 
ylsuccinate  has  very  low  toxicity  and 
presents  little  risk  in  the  amount  re¬ 
quested  for  exemption.  This  is  sub¬ 
stantiated  by  documentation  in  the 
form  of  pharmacopeiae  and  scholarly 
monographs.  Furthermore,  the  ex¬ 
trapolated  oral  median  lethal  dose  (LD 
50)  for  10  kg  children  would  be  greater 
than  85  grams  of  erythromycin.  (Anal¬ 
ysis  of  other  experimental  data  and 
available  pharmacological  informa¬ 
tion,  both  animal  and  human,  indi¬ 
cates  that  the  oral  toxicity  of  this 
product  is  such  that  this  extrapolation 
may  be  considered  to  approximate  the 
anticipated  toxicological  effect  in 
humans.)  The  maximum  dosage  avail¬ 
able  in  the  manufacturer’s  largest 
exempt  size  package  for  oral  suspen¬ 
sions  is  the  equivalent  of  8  grams  of 
erythromycin  and  therefore,  substan¬ 
tially  less  than  a  toxic  dose  for  a  10  kg 
child. 


Findings 

Having  considered  the  petition, 
human  experience  data  from  the  Na¬ 
tional  Clearinghouse  for  Poison  Con¬ 
trol  Centers  and  the  National  Elec¬ 
tronic  Injury  Surveillance  System,  as 
well  as  medical  and  scientific  litera¬ 
ture,  and  experimental  data;  and 
having  consulted,  pursuant  to  section 
3  of  the  PPPA,  with  the  Technical  Ad¬ 
visory  Committee  on  Poison  Preven¬ 
tion  Packaging  established  under  sec¬ 
tion  6  of  the  act,  the  Commission  finds 
that  erythromycin  ethylsuccinate  in 
oral  suspension  forms  that  are  pack¬ 
aged  in  dosages  not  exceeding  8  grams, 
do  not  present  the  degree,  or  nature  of 
hazard  to  children  in  their  availability, 
such  that  special  packaging  is  required 
to  protect  young  children  from  serious 
personal  injury  or  illness  resulting 
from  the  ingestion  of  such  prepara¬ 
tions. 


Effective  Date 

Since  this  rule  grants  an  exemption, 
the  delayed  effective  date  provisions 
of  the  Administrative  Procedure  Act 
are  inapplicable  (5  U.S.C.  553(d)(1)). 
Accordingly,  this  rule  is  effective  Jan¬ 
uary  31, 1979. 

Conclusion  and  Promulgation 

Having  considered  the  petition,  the 
comments  on  the  proposal,  and  other 
relevant  material,  the  Commission 
concludes  that  the  final  rule  should  be 
adopted  as  set  forth  below. 

Accordingly,  pursuant  to  the  provi¬ 
sions  of  the  Poison  Prevention  Packag¬ 
ing  Act  of  1970  (Pub.  L.  91-601,  sec¬ 
tions  2(4),  3,  5,  84  Stat.  1670-72;  15 
U.S.C.  1471(4),  1472-1474)  and  under 
authority  vested  in  the  Commission  by 
the  Consumer  Product  Safety  Act 
(Pub.  L.  92-573,  section  30(a),  86  Stat. 
1231,  12  U.S.C.  2079(a)),  the  Commis¬ 
sion  amends  16  CFR  1700.14  by  adding 
a  new  paragraph  (a)(10)(iii)  as  follows 
(the  introductory  portion  of  para¬ 
graph  (a)(10),  although  unchanged,  is 
included  for  context): 

§  1700.14  Substances  requiring  special 
packaging. 

(a)  •  *  • 

(10)  Prescription  drugs.  Any  drug 
for  human  use  that  is  in  a  dosage  form 
intended  for  oral  administration  and 
that  is  required  by  Federal  law  to  be 
dispensed  only  by  or  upon  an  oral  or 
written  prescription  of  a  practitioner 
licensed  by  law  to  administer  such 
drug  shall  be  packaged  in  accordance 
with  the  provisions  of  §  1700.15  (a), 
(b),  and  (c)  except  for  the  following: 

(iii)  Erythromycin  ethylsuccinate 
granules  for  oral  suspension  and  oral 
suspensions  in  packages  containing 
not  more  than  8  grams  of  the  equiva¬ 
lent  of  erythromycin. 

(Pub.  L.  91-601.  secs.  2(4),  3.  84  Stat.  1670-72 
(15  U.S.C.  1471(4)),  1472,  1474;  Pub.  L.  92- 
573,  sec.  30(a),  86  Stat.  1231  (15  U.S.C. 
2079(a))) 

Effective  date:  January  31, 1979. 

Dated:  January  25, 1979. 

Sadye  E.  Dunn, 
Secretary,  Consumer 
Product  Safety  Commission. 

[FR  Doc.  79-3186  Piled  1-30-79;  8:45  am] 
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CONSUMER  PRODUCT  SAFETY 
COMMISSION 

[16  CFR  Port  1700] 

HUMAN  PRESCRIPTION  DRUGS  IN  ORAL 
DOSAGE  FORMS 

Proposed  Exemption  of  Colestipol  From  Child- 
Protection  Packaging  Requirements 

AGENCY:  Consumer  Product  Safety 
Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Commission  pro¬ 
poses  to  amend  the  child-resistant 
packaging  regulations  to  exempt  coles¬ 
tipol  in  powder  form  in  packages  con¬ 
taining  no  more  than  5  grams  of  the 
drug.  (Colestipol  is  an  oral  prescrip¬ 
tion  drug  used  to  lower  cholesterol.) 
The  exemption  is  proposed  because 
the  information  available  to  the  Com¬ 
mission  indicates  that  child-resistant 
packaging  for  this  product  is  not  nec¬ 
essary  to  protect  young  children  from 
serious  personal  injury  or  illness,  due 
to  the  low  oral  toxicity  of  the  drug, 
the  lack  of  adverse  human  experience 
associated  with  accidental  ingestions, 
and  the  fact  that  the  drug  is  unattrac¬ 
tive  to  children  because  of  its  powder 
form,  sandy  texture,  and  lack  of 
flavor.  In  proposing  the  exemption, 
the  Commission  grants  a  petition  from 
the  Upjohn  Company  (Petition  CP  78- 
4). 

DATES:  Comments  on  this  proposed 
exemption  should  be  submitted  by 
April  2,  1979.  If  the  Commission  issues 
a  final  regulation  concerning  the  ex¬ 
emption,  the  Commission  proposes 
that  the  exemption  be  effective  on  the 
date  the  final  regulation  is  published 
in  the  Federal  Register. 

ADDRESS:  Comments  should  be  ad¬ 
dressed  to  the  Office  of  the  Secretary, 
Consumer  Product  Safety  Commis¬ 
sion,  1111  18th  Street  NW.,  Third 
Floor,  Washington,  D.C.  20207. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Irwin  L.  Greif,  Office  of  Program 
Management,  Consumer  Product 
Safety  Commission,  Washington, 
D.C.  20207  (301)  492-6755. 

SUPPLEMENTARY  INFORMATION: 
The  regulations  issued  under  the 
Poison  Prevention  Packaging  Act  of 
1970  (the  “PPPA”,  15  UJS.C.  1471- 
1476)  establish  child  protection  pack¬ 
aging  requirements  (also  called  "spe¬ 
cial  packaging")  for  human  oral  pre¬ 
scription  drugs  in  order  to  protect  chil¬ 
dren  from  serious  personal  injury  or 
serious  illness  resulting  from  handling, 
using,  or  ingesting  these  substances. 

On  May  1,  1978  the  Consumer  Prod¬ 
uct  Safety  Commission  received  a  peti¬ 
tion  (PP  78-4)  from  the  Upjohn  Com¬ 


pany,  Kalamazoo,  Michigan  49001,  re¬ 
questing  an  exemption  from  special 
packaging  for  "Colestid"  (colestipol)  in 
powder  form  in  a  5  gram  foil  package. 
Colestid  is  a  non-absorbed  cross-linked 
polymer  that  absorbs  bile  acids  and 
cholesterol.  The  drug  is  a 
hypocholesterolemic  agent  used  to 
lower  serum  cholesterol  via  nonsyste- 
mic  action.  In  support  of  the  petition 
Upjohn  submitted  the  following  infor¬ 
mation:  a  summary  of  animal  toxicol¬ 
ogy  studies,  a  summary  of  clinical  ex¬ 
perience,  a  summary  of  metabolism 
studies,  a  summary  of  marketing  expe¬ 
rience  and  reported  adverse  reactions, 
a  report  of  a  child  acceptance  study, 
product  and  packaging  specifications, 
and  labeling.  A  copy  of  this  informa¬ 
tion  is  available  in  the  Commission’s 
Office  of  the  Secretary. 

Special  packaging  is  currently  re¬ 
quired  for  the  drug  by  the  Commis¬ 
sion’s  regulation  covering  human  pre¬ 
scription  drugs  in  oral  dosage  form  at 
16  CFR  1700.14(aM10). 

After  considering  the  information 
available  to  it,  the  Commission  has  de¬ 
cided  to  grant  the  petition  and  to  pro¬ 
pose  an  exemption  from  the  child-re¬ 
sistant  packaging  requirements  for  the 
reasons  discussed  below. 

Grounds  for  Exemption 

The  Commission’s  decision  to  pro¬ 
pose  the  exemption  is  based  on  the 
low  acute  oral  toxicity  of  the  drug,  the 
lack  of  adverse  human  experience  data 
associated  with  the  product,  and  stud¬ 
ies  indicating  that  the  drug  is  unat¬ 
tractive  to  children. 

Radioisotopic  studies  in  both  ani¬ 
mals  and  man  Indicate  that  virtually 
none  of  the  product  is  absorbed  from 
the  gastrointestinal  tract  due  to  its  in¬ 
solubility.  In  addition,  toxicity  studies 
in  mice,  rats,  rabbits,  and  dogs  indicate 
that  the  product  as  formulated  does 
not  produce  any  lethality  when  ingest¬ 
ed  in  doses  up  to  4000  mg/Kg.  The 
acute  oral  LD  50  has  been  determined 
to  be  greater  than  4g/kg.  (A  10  kg 
child  would  have  to  ingest  more  than 
40  gms.  of  the  product  in  order  to  ap¬ 
proach  the  LD  50.)  Analysis  of  other 
experimental  data  and  available  phar¬ 
macological  Information,  both  animal 
and  human,  indicates  that  the  oral 
toxicity  of  this  product  is  such  that 
this  extrapolation  may  be  considered 
to  approximate  the  anticipated  toxico¬ 
logical  effect  in  humans. 

Information  available  to  the  Com¬ 
mission  shows  that  the  drug  is  unat¬ 
tractive  to  children.  Results  of  a  study 
performed  by  Child-Related  Research 
indicates  that  children  tested  did  not 
Ingest  more  than  one  gram  of  the 
product  while  it  was  accessible  to 
them.  According  to  the  study,  the 
powdery  consistency  of  the  product 
makes  it  difficult  for  children  to 
handle  and  transport  the  product  to 


their  mouths.  In  addition,  the  sandy 
texture  and  lack  of  flavor  discourages 
the  ingestion  of  large  amounts  of  the 
product. 

There  have  not  been  any  overdoses 
reported  for  the  product.  Also  the  Na¬ 
tional  Electronic  Injury  Surveillance 
System  does  not  contain  any  reports 
of  colestipol  poisonings  to  children 
under  five  years  of  age.  There  is  no  in¬ 
gestion  information  available  from  the 
National  Clearinghouse  for  Poison 
Control  Centers,  since  the  product  was 
first  marketed  in  1977  and  the 
Clearinghouse  information  is  present¬ 
ly  available  only  through  1976.  Howev¬ 
er,  the  Commission  did  have  a  con¬ 
tract  with  six  Poison  Control  Centers 
from  October  1976  through  October 
1977.  During  this  period  there  were  no 
reported  ingestions  of  the  drug. 

The  Commission  solicited  the  opin¬ 
ion  of  the  Food  and  Drug  Administra¬ 
tion  (FDA)  on  the  exemption  requests. 
Based  on  the  very  low  acute  toxicity 
of  the  product  and  the  results  of  the 
product  ingestion  study  conducted  by 
Child-Related  Research,  FDA  conclud¬ 
ed  that  the  exemption  should  be 
granted. 

The  Commission  also  solicited  com¬ 
ments  from  its  Technlcial  Advisory 
Committee  on  Poison  Prevention 
Packaging.  Of  the  twelve  comments 
received,  ten  recommended  granting 
the  exemption,  citing  as  reasons  the 
low  toxicity  and  lack  of  absorption  of 
the  drug  and  the  general  dislike  for 
the  product  by  the  children  tested. 
One  comment  recommended  denial 
and  another  recommended  granting 
the  petition  with  reservations,  due  to 
the  drug’s  potential  for  causing  gastro¬ 
intestinal  or  respiratory  distress 
should  a  sufficient  amount  of  the 
drug,  in  dry  form,  be  ingested  or  in¬ 
haled.  However,  the  product  ingestion 
study  indicates  that  only  small 
amounts  of  the  drug  (less  than  1  gram 
in  most  cases)  were  actually  ingested. 
With  the  small  amount  likely  to  be  in¬ 
gested,  gastrointestinal  or  respiratory 
distress  is  unlikely  to  occur. 

Based  on  its  evaluation  of  the  availa¬ 
ble  toxicity  information  and  human 
experience  data,  the  Commission  finds 
that  this  drug  in  the  dosage  and  form 
specified  does  not  pose  a  risk  of  seri¬ 
ous  personal  illness  or  injury  to  chil¬ 
dren.  The  Commission  emphasizes 
that  this  proposed  exemption  is  limit¬ 
ed  to  colestipol  in  powder  form  in  5 
gram  packages  and  containing  no 
other  substance  subject  to  the  requir- 
ments  for  special  packaging  under  16 
CFR  1700.14(aX10).  The  applicability 
of  16  CFR  1700.14(aX10)  to  ingredi¬ 
ents  other  than  colestipol  is  not  affect¬ 
ed  by  this  proposal.  Products  within 
the  scope  of  this  proposal  must  contin¬ 
ue  to  be  in  special  packaging  until  the 
effective  date  of  any  final  exemption 
that  may  be  issued. 
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In  order  to  help  ensure  that  the  re¬ 
quested  exemption  will  apply  to  as 
many  similarly  situated  manufactur¬ 
ers  as  possible,  the  proposed  exemp¬ 
tion  is  phrased  in  terms  of  the  generic 
name  and  total  amount  of  the  drug 
that  is  present  in  the  package. 

Conclusion 

Having  considered  the  petition, 
human  experience  data,  and  other 
medical  and  scientific  literature,  and 
having  consulted  with  the  Technical 
Advisory  Committee  on  Poison  Pre¬ 
vention  Packaging  as  required  by  sec¬ 
tion  3  of  the  Poison  Prevention  Pack¬ 
aging  Act  of  1970,  the  Consumer  Prod¬ 
uct  Safety  Commission  concludes  that 
an  exemption  from  the  requirement  of 
special  packaging  at  16  CFR 
1700.14(a)(10)  should  be  proposed  for 
colestipol  in  powder  form  in  5  gram 
packages. 

Accordingly,  under  provisions  of  the 
Poison  Prevention  Packaging  Act  of 
1970  (Pub.  L.  91-601;  secs.  2(4),  3,  5;  84 
Stat.  1670-72;  15  U.S.C.  1471(4),  1472, 
1474)  and  under  authority  vested  in 
the  Commission  by  the  Consumer 
Product  Safety  Act  (Pub.  L.  92-573; 
sec.  30(a);  86  Stat.  1371;  15  U.S.C. 
2079(a)),  the  Commission  proposes 
that  16  CFR  1700.14  be  amended  by 
adding  a  new  paragraph  (aXIOXxv)  as 
follows  (the  introductory  portion  of 
paragraph  (aXlO),  although  un¬ 
changed,  is  included  for  context): 

S  1700.14  Substances  requiring  special 
packaging. 

(a)  •  •  • 

(10)  Prescription  drugs.  Any  drug 
for  human  use  that  is  in  a  dosage  form 
intended  for  oral  administration  and 
that  is  required  by  Federal  law  to  be 
dispensed  only  by  or  upon  an  oral  or 
written  prescription  of  a  practitioner 
licensed  by  law  to  administer  such 
drug  shall  be  packaged  in  accordance 
with  the  provisions  of  S  1700.15  (a), 
(b),  and  (c),  except  for  the  following: 

*  *  •  »  » 

(xv)  Colestipol  in  powder  form  in 
packages  containing  not  more  than  5 
grams  of  the  drug  and  containing  no 
other  substance  subject  to  the  provi¬ 
sions  of  this  section. 

(Secs.  2(4),  3,  5,  Pub.  L.  91-601,  84  Stat. 
1670-1672  (15  U.S.C.  1471(4),  1472,  1474)) 

Interested  persons  are  invited  to 
submit  on  or  before  April  2, 1979,  writ¬ 
ten  comments  regarding  this  proposed 
amendment.  Comments  received  after 
this  date  will  be  considered  if  practica¬ 
ble.  Comments  and  any  accompanying 
data  or  material  should  be  submitted, 
preferably  in  five  copies,  to  the  Secre¬ 
tary,  Consumer  Product  Safety  Com¬ 
mission,  Washington,  D.C.  20207.  Com¬ 
ments  may  be  supported  by  a  memo¬ 
randum  or  brief.  Comments  may  be 


seen  in  the  Office  of  the  Secretary, 
1111  18th  Street,  NW„  Third  Floor, 
Washington,  D.C.  20207. 

Dated:  January  25, 1979. 

Sadye  E.  Dunn, 
Secretary,  Consumer  Product 
Safety  Commission. 
[PR  Doc.  79-3187  Piled  1-30-79;  8:45  ami 
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[16  CHI  Port  1700] 

HUMAN  PRESCRIPTION  DRUGS  IN  ORAL 
DOSAGE  FORMS 

Proposed  Exemption  of  Erythromycin  Ethytswc- 
cinote  Tablets  From  Child-Protection  Packag¬ 
ing  Requirements 

AGENCY:  Consumer  Product  Safety 
Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Commission  pro¬ 
poses  to  amend  the  child-resistant 
packaging  regulations  to  exempt 
erythromycin  ethylsuccinate  tablets  in 
packages  containing  no  more  than  16 
grams,  total  dosage,  of  the  drug.  This 
action  is  being  taken  because  the  in¬ 
formation  available  to  the  Commission 
shows  child-resistant  packaging  of  this 
product  to  be  unnecessary  given  its 
low  oral  toxicity  and  the  lack  of  ad¬ 
verse  human  experience  from  acciden¬ 
tal  ingestions. 

DATES:  Comments  on  this  proposed 
exemption  should  be  submitted  by 
April  2,  1979.  If  the  Commission  issues 
a  final  regulation  granting  an  exemp¬ 
tion,  the  Commission  proposes  such 
exemption  to  become  effective  on  the 
date  the  final  regulation  is  published 
in  the  Federal  Register. 

ADDRESS:  Comments  should  be  ad¬ 
dressed  to  the  Office  of  the  Secretary. 
Consumer  Product  Safety  Commis¬ 
sion,  1111  18th  Street.  N.W.,  Third 
Floor,  Washington,  D.C.  20207. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Dr.  Fred  Marozzi,  Division  of  Safety 
Packaging  and  Scientific  Coordina¬ 
tion,  Directorate  for  Engineering 
and  Science,  Consumer  Product 
Safety  Commission,  Washington, 
D.C.  20207;  (301)  492-6477. 

SUPPLEMENTARY  INFORMATION: 
Regulations  issued  under  the  Poison 
Prevention  Packaging  Act  of  1970  (the 
“PPPA”,  15  U.S.C.  1471-1476)  estab¬ 
lish  child-protection  packaging  re¬ 
quirements  for  human  oral  prescrip¬ 
tion  drugs  in  order  to  protect  children 
from  serious  illness  or  personal  injury 
resulting  from  handling,  using,  or  in¬ 
gesting  these  substances. 

On  December  5,  1977,  the  Consumer 
Product  Safety  Commission  received  a 
petition  (PP  78-2)  from  Abbott  Labo¬ 


ratories  for  the  exemption  from  the 
child-protection  packaging  require¬ 
ments  for  prescription  drugs  at  16 
CFR  1700.14(a)(10)  of  E.E.S.  Tm 
Chewable,  Erythrocin  (R)  Ethyl  Suc¬ 
cinate  Chewable  Tablets,  200  mg  and 
Pediamycin  (R)  Chewable  Tablets,  200 
mg,  two  brands  of  200  mg  erythromy¬ 
cin  ethylsuccinate  tablets  produced  by 
Abbott  Laboratories  and  its  subsidiary. 
Ross  Laboratories.  As  reasonable 
grounds  justifying  an  exemption,. 
Abbott  cited  the  extremely  low  toxic¬ 
ity  of  erythromycin  ethylsuccinate, 
and  the  lack  of  adverse  human  experi¬ 
ence  from  its  use.  In  support  of  this, 
Abbott  attached  to  its  petition  a  de¬ 
scription  of  the  three  known  incidents 
of  overdosage  it  had  received  since  the 
drug  was  introduced  in  1962,  several 
sources  from  the  medical  literature 
citing  its  relative  safety,  and  reports  of 
tests  with  laboratory  animals  showing 
no  deaths  or  signs  in  the  animals  at  a 
dosage  of  up  to  10/g/kg. 

Abbott  had  previously  submitted  to 
the  Commission  an  exemption  petition 
covering  this  same  drug,  but  action  on 
that  petition  was  ended  when  certain 
requested  information  was  not  pro¬ 
vided.  The  Commission  is  treating  the 
present  request  as  a  new  petition.  As 
to  the  present  petition,  Abbott’s  sup¬ 
porting  documents  make  clear  that  an 
exemption  is  being  sought  only  for 
packages  of  up  to  eighty,  200  mg  tab¬ 
lets  (16  grams,  total  dosage). 

Erythromycin  ethylsuccinate  is  an 
antibiotic,  most  often  used  in  the 
treatment  of  skin  and  upper  respira¬ 
tory  tract  infections,  or  as  a  substitute 
for  persons  allergic  to  penicillin. 
Symptoms  produced  by  overdosage  in¬ 
clude  nausea,  vomiting,  diarrhea,  and 
abdominal  cramps.  While  these  gastro¬ 
intestinal  disturbances  cause  discom¬ 
fort,  they  are  rarely  severe.  As  cur¬ 
rently  marketed  by  Abbott  and  Ross 
Laboratories,  erythromycin  ethylsuc¬ 
cinate  is  packaged  in  cartons  contain¬ 
ing  50  tablets  on  a  cardboard  strip 
with  a  foil-polyester  backing  and  a 
vinyl  blister  covering  each  tablet.  An 
exemption,  if  granted,  would  allow 
Abbott  (and  any  other  company  with  a 
similar  product)  to  eliminate  the  poly¬ 
ester  from  the  backing,  making  the  in¬ 
dividual  packages  somewhat  easier  to 
open. 

After  considering  the  information 
available  to  it,  the  Commission  has  de¬ 
cided  to  propose  an  exemption  from 
the  child-resistant  packaging  require¬ 
ments  for  the  reasons  discussed  below. 

Grounds  for  Exemption 

The  Commission  bases  its  decision  to 
propose  an  exemption  in  part  on  the 
lack  of  any  significant  adverse  human 
experience  since  1962,  when  erythro¬ 
mycin  ethylsuccinate  was  introduced. 
The  petitioner  submitted  its  own  rec¬ 
ords  showing  only  three  reported  in- 
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stances  of  overdosage,  none  of  which 
resulted  in  any  significant  adverse  ef¬ 
fects.  A  Commission  staff  survey  of 
various  sources  (including  the  Depart¬ 
ment  of  Health,  Education,  and  Wel¬ 
fare  National  Clearinghouse  for 
Poison  Control  Centers,  the  National 
Electronic  Injury  Surveillance  System, 
and  Poison  Control  Center  Contract 
Data)  revealed  that  out  of  231  report¬ 
ed  ingestions  of  erythromycin  ethyl- 
succinate  between  1975  and  1978,  only 
17  resulted  in  noticeable  symptoms, 
and  in  none  of  these  17  cases  was  hos¬ 
pitalization  required.  In  addition  to 
the  17  cases  with  noticeable  symp¬ 
toms,  there  were  two  reported  hospi¬ 
talizations.  The  two  were  of  unspeci¬ 
fied  duration  and  no  symptoms  were 
given. 

The  Commission  also  bases  its  deci¬ 
sion  on  evidence  showing  that  erythro¬ 
mycin  ethylsuccinate  has  very  low  tox¬ 
icity,  and  that  ingestion  of  even  an 
entire  80  tablet  prescription  would  not 
be  harmful.  The  data  presented  by  the 
petitioner  indicates  that  the  extrapo¬ 
lated  oral  median  lethal  dose  (LD  50) 
for  10  kg  children  is  from  300  to  500 
tablets.  (Analysis  of  other  experimen¬ 
tal  data  and  available  pharmacological 
information,  both  animal  and  human, 
indicates  that  the  oral  toxicity  of  this 
product  is  such  that  this  extrapolation 
may  be  considered  to  approximate  the 
anticipated  toxicological  effect  in 
humans.)  Based  on  this  information, 
an  80  tablet  prescription,  even  if  en¬ 
tirely  ingested  at  one  sitting  by  a 
child,  would  result  in  substantially  less 
than  a  toxic  dose.  Further,  it  is  unlike¬ 
ly  a  child  could  gain  access  to  larger 
quantities,  because  prescriptions 
larger  than  80  tablets  remain  subject 
to  child-resistant  packaging  require¬ 
ments. 

The  Commission  solicited  the  opin¬ 
ion  of  the  Food  and  Drug  Administra¬ 
tion  (FDA)  on  the  exemption  request. 
Based  on  the  low  acute  oral  toxicity  of 
the  drug,  FDA  concluded  that  the  ex¬ 
emption  should  be  granted. 

The  Commission  also  received  com¬ 
ments  from  nine  members  of  the 
Technical  Advisory  Committee  on 
Poison  Prevention  Packaging.  Six  of 
the  nine  favored  granting  an  exemp¬ 
tion.  Three  others  recommended 
denial  for  various  reasons.  One  reason 
was  the  possibility  of  allergic  and  drug 
reactions.  Comments  solicited  from 
the  Food  and  Drug  Administration, 
however,  indicate  that  allergic  reac¬ 
tions  to  erythromycin,  while  known  to 
happen,  are  not  specifically  related  to 
overdosage.  The  other  reasons  cited 
for  denial  were  (a)  the  lack  of  evidence 
that  the  easier-to-open  blister  packag¬ 
ing  would  sufficiently  deter  children; 
and  (b)  that  the  amount  of  erythro¬ 
mycin  ethylsuccinate  available  (16 
grams)  was  considered  to  be  too  high. 
The  Committee  members  who  recom¬ 


mended  granting  the  exemption  cited 
the  relative  low  toxicity  of  the  drug 
and  its  safety  record. 

Based  on  its  evaluation  of  the  availa¬ 
ble  toxicity  information  and  human 
experience  data  (including  that  report¬ 
ed  to  the  National  Clearinghouse  for 
Poison  Control  Centers  and  the  Na¬ 
tional  Electronic  Injury  Surveillance 
System),  as  well  as  other  medical  and 
scientific  literature,  the  Commission 
believes  that  erythromycin  ethylsuc¬ 
cinate,  administered  orally  in  tablet 
form,  each  tablet  containing  no  more 
than  the  equivalent  of  200  milligrams 
erythromycin  and  in  packages  contain¬ 
ing  no  more  than  eighty  (80)  tablets 
(16  grams,  total  dosage)  does  not  pose 
a  risk  of  serious  personal  illness  or 
injury  to  children. 

Conclusion 

In  view  of  the  above  finding  and 
having  consulted,  pursuant  to  section 
3  of  the  Poison  Prevention  Packaging 
Act  of  1970  with  the  Technical  Adviso¬ 
ry  Committee  on  Poison  Prevention 
Packaging  established  under  section  6 
of  the  Act,  the  Consumer  Product 
Safety  Commission  concludes  that  an 
exemption  from  the  requirement  of 
special  packaging  for  erythromycin 
ethylsuccinate  200  mg  tablets,  dis¬ 
pensed  in  packages  of  no  more  than 
eighty  (80)  tablets  (16  grams,  total 
dosage)  should  be  proposed  at  16  CFR 
1700.14(a)(10)(xvi),  as  set  forth  below. 
The  Commission  emphasizes  that  the 
proposed  exemption  is  limited  to 
erythromycin  ethylsuccinate  in  the 
form  and  dosage  described  above. 
Products  within  the  scope  of  this  pro¬ 
posal  remain  subject  ty  the  child-pro¬ 
tection  packaging  requirements  until 
the  effective  date  of  any  final  exemp¬ 
tion  that  may  be  issued. 

Accordingly,  pursuant  to  the  provi¬ 
sions  of  the  Poison  Prevention  Packag¬ 
ing  Act  of  1970  (Pub.  L.  91-601,  secs. 
2(4),  3.  5;  84  Stat.  1670-72;  15  UJS.C. 
1471(4),  1472,  1474)  and  under  authori¬ 
ty  vested  in  the  Commission  by  the 
Consumer  Product  Safety  Act  (Pub.  L. 
92-572,  sec.  30(a);  86  Stat.  1371;  15 
U.S.C.  2079(a)),  the  Commission  pro¬ 
poses  that  16  CFR  1700.14  be  amended 
by  adding  a  new  paragraph 
(aXIOXxvl)  as  follows  (the  introduc¬ 
tory  portion  of  paragraph  (aXlO),  al¬ 
though  unchanged,  is  included  for 
context): 

i  1700.14  Substances  requiring  special 
packaging 

(a)  •  •  • 

(10)  Prescription  drugs.  Any  drug 
from  human  use  that  is  in  a  dosage  for 
intended  for  oral  administration  and 
that  is  required  by  Federal  Law  to  be 
dispensed  only  by  or  upon  an  orti  or 
written  prescription  of  a  practitioner 
licensed  by  law  to  administer  such 
drug  shall  be  packaged  in  accordance 


with  the  provisions  of  §  1700.15  (a), 
(b),  and  (c)  except  for  the  following: 

•  •  •  •  * 

(xvi)  Erythromycin  ethylsuccinate 
in  tablet  form,  each  tablet  containing 
no  more  than  the  equivalent  of  200  mg 
erythromycin  dispensed  in  packages  of 
no  more  than  80  tablets  (16  grams, 
total  dosage). 

•  •  •  •  • 

Interested  persons  are  invited  to 
submit  written  comments  regarding 
this  proposed  amendment  on  or  before 
April  2, 1979.  Comments  received  after 
this  date  will  be  considered  if  practica¬ 
ble.  Comments  and  any  accompanying 
data  should  be  submitted,  preferably 
in  five  copies,  to  the  Secretary,  Con¬ 
sumer  Product  Safety  Commission, 
Washington,  D.C.  20207.  Comments 
may  be  supported  by  a  memorandum 
or  brief.  Comments  may  be  seen  in  the 
Office  of  the  Secretary,  1111  18th 
Street,  NW.,  Third  Floor,  Washington, 
D.C.  20207. 

Dated:  January  25, 1979. 

Sadyz  E.  Dunn, 
Secretary,  Consumer  Product 
Safety  Commission. 

[FR  Doc.  79-3188  Filed  1-30-79;  8:45  am] 
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EXEMPTION  OF  OGEN  FROM  CHIU) 
PROTECTION  PACKAGING  REQUIREMENTS 

Withdrawal  of  Proposed  Rule 

AGENCY:  Consumer  Product  safety 
Commission. 

ACTION:  Withdrawal  of  proposed 
rule. 

SUMMARY:  In  this  document  the 
Commission  withdraws  a  proposed 
rule  that  would  have  exempted  certain 
formulations  of  Ogen,  a  brand  of  pi¬ 
perazine  estrone  sulfate,  from  the 
child  resistant  packaging  iequirement 
issued  under  the  Poison  Prevention 
Packaging  Act  of  1970.  The  Commis¬ 
sion  is  withdrawing  the  proposed  rule 
at  the  request  of  the  manufacturer, 
Abbott  Laboratories,  which  has 
stopped  distributing  Ogen  in  the  pack¬ 
aging  in  question. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Philip  Bechtel,  Office  of  the  Gener¬ 
al  Counsel,  Consumer  Product 
Safety  Commission,  Washington, 
D.C.  20207  (202)  634-7770. 

SUPPLEMENTARY  INFORMATION: 
Under  regulations  at  16  CFR 
1700.14(aX10),  issued  under  the  Poison 
Prevention  Packaging  Act  of  1970 
(PPPA)  (15  U.S.C.  1471  et.  seq.). 
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human  prescription  drugs  in  oral 
dosage  forms  must  be  packaged  in  spe¬ 
cial  (child  resistant)  packaging.  In  the 
Federal  Register  of  March  19,  1976 
(41  FR  11555),  the  Commission  pro¬ 
posed  an  exemption  for  Ogen  1.25  21- 
Pak  and  Ogen  2.5  21-Pak.  These  prod¬ 
ucts  are  manufacturer’s  mnemonic 
(memory-aiding)  dispenser  packages 
containing,  respectively.  21  tablets  of 

1.5  and  3.0  milligrams  of  piperazine  es¬ 
trone  sulfate  per  tablet.  (Ogen  is  an 
estrogen-containing  drug  used  in  the 
treatment  of  hormone  deficiency.) 
The  Commission  proposed  the  exemp¬ 
tion  as  a  result  of  a  petition  (PP  74-40) 
submitted  by  Abbott  Laboratories  on 
March  7,  1974  requesting  the  exemp¬ 
tion.  The  Commission’s  decision  to 
propose  the  exemption  was  based  on 
the  low  toxicity  and  limited  hazard  po¬ 
tential  of  the  product.  The  proposed 
exemption  was  limited  to  Abbott's 
brand  of  manufacturer  dispenser  pack¬ 
ages  containing  not  more  than  21  tab¬ 
lets  of  either  1.5  or  3.0  milligrams  of 
piperazine  estrone  sulfate  per  tablet. 
No  other  manufacturer’s  brands  of  pi¬ 
perazine  estrone  sulfate  were  covered 
by  the  proposal.  The  Commission  re¬ 
ceived  no  comments  in  response  to  the 
proposal. 

On  December  14,  1978,  Abbott  Labo¬ 
ratories  sent  a  letter  to  the  Commis¬ 
sion  requesting  that  the  proposal  be 
withdrawn,  since  the  product  that 
would  have  been  covered  by  the  pro¬ 
posed  exemption  is  no  longer  being 
distributed  in  this  package.  Based  on 
this  information,  the  Commission  does 
not  believe  that  an  exemption  from 
the  requirement  of  special  packaging 
is  necessary  for  this  product. 

Accordingly,  pursuant  to  provisions 
of  the  Poison  Prevention  Packaging 
Act  of  1970  (Pub.  L.  91-601,  secs.  2(4), 
3.  5,  84  Stat.  1670-72;  15  U.S.C. 
1471(4),  1472,  1474)  and  under  authori¬ 
ty  vested  in  the  Commission  by  the 
Consumer  Product  Safety  Act  (Pub.  L. 
92-573,  sec.  30(a),  86  Stat.  1231;  15 
UJS.C.  2079(a)),  the  Commission  with¬ 
draws  the  regulation  proposed  in  the 
Federal  Register  on  March  19,  1976 
(41  FR  11555)  that  would  have 
exempted  Ogen  1.25  21-Pak  and  Ogen 

2.5  21-Pak  from  the  requirement  of 
special  packaging  at  16  CFR 
1700.14(a)(10)(vii). 

Dated:  January  25, 1979. 

Sadye  E.  Dunn, 
Secretary,  Consumer  Product 

Safety  Commission. 

(FR  Doc.  79-3189  Filed  1-30-79;  8:45  am) 
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